
EBpA3r{ ficrcufi oKoHoM n rE crcuil coro3
3AO <Haqr'ronanuxulfi taHcrl,tryr 3ApaBooxpaHeHufl ],rMeHlt aKaAeM]4Ka C.X. Aa.qan6exnxa> M3 pA

Canurapro-ru rlreH t4qecKaf l,tcnbrrarenuxan na6oparopun

(yno:rnolrovenusri;i oprar rocytrapcrBa v-leHa EaparuicKolo gKoHo\Iffqecroro coto:a)

OBTLIETETbCTBO
o fo cyAap crBeHHofi perzcr pa\uu ilpoAyKrlr4rr

Jvg AM.01.01.01.003.R.000062.02.24 09.02.2024 f.

tIPOtryKUl,rfl
EronornqecKl4 aKruBHaR 4o6asna K nrr4e <Prime Peptide Omera / Prime Peptide Omega>.
Sopr.aa Bbrnycxa: Kancynbt uaccofi 0,73 r; B ynaKoBKe 90 rancyn.
fl porree4ena no cneqr$ vKayn npo4yKra.
Cuorpers npilnoxeHhe 1 (crpanraqa 1).

I43TOTOBI4TEIb
PNK FarmaceuticispA: Nazionale Str. 150, 64100 Brnna BomaHo (TE), Vfianun. f1o nnu,ensur: ldeal pharma
Peptide GmbH, Ferdinandstr. 11, D-61348 6a4-l-or',r6ypr v.d. Xdxe. f1o saxasy: NPCRIZ Europe SlA, agpec:
ynrqa Ans6epra 2-9, Pnra, Jlarern, LV-1010.

3A-flBIITEIb
ooo <<DeHr,tKc), 198096, r. cauxr-l1erep6ypr, yfl.3aftqeBa, A. g, nhrepaA, noM.3-H. o$r,rc21,
Poccr fi cxan Qe.qeparlrn.
Ol-PH: 1057810193550.

COOTBETCTBYET
TP TC 02112011 <O 6esonacHocrh nr4u_leBofi npogyxr_r,nn>,
TP TC 02212011 <flruqesan npo,qyKLll,tfi B eacrr4 ee MapKrpoBKr,t>,
TP TC 02912012 <Tpe6oaanrn 6esonacHocrh nilu{eBbrx go6asox, apoMarn3aropoB
h TexH ono rH q ecKr4x Bcn oMoraTefl bH btx cpeiq,cTB).

CBI{AETEJIbCTBO BbIAA.HO HA OCHOBAHI4I4
[lporoxonut ncnuttaHrfi: Ns 23Mcs01859 123 61 09.11.2023..,r^ul]Alllltfi L1r ooo <Mexgyraponxurfi 4errp cepru$rnaqnr> (arrecrar aKKpeArraqhrN'q 045/T-086 go 20.05 2024r.), Ne 4466L-2023 or 1'6.tt.2OZg r., aurgaxrurfi , ncnurrarenuHoil ra6ooarooueil rhuruxo-ru'uu"",,," ,,I- ._0^tt1l_99! so 20.05 2024r.), 

-Ne, 
44661-2023 or 1'6.tt.2Oz-g r., aursaxrurfi , ncnurrarenuHoil ra6opar)\ eaJt l-vuu AU zv'vJzvzat'l'-i\=, +4ooL-zulJ or lo.ll,2Q23 f., EbtAaHHbti,ttcnurratenuHoil na6oparoprefi $u:uro-xuunvecxux rt'arxpo6rororrvecKux l'ccreAoBarrfi Hayvno:uccneAoBarenb.qKoro 3,4O "nApEKo'(arrecrar aKHpeAhraqhh N, O3ZTJ0g ao 05.05.2022 r):3'.cneprHoe 3a^,''.L,eHre N"z+i5:ro+r ".6.;i;"ozi;, ;;rffiH".fr;Ii;Til"Jfi;';,ff:#:;:# Jil:il;""ii8 i,l;li#i,l I14Hcrr4Tyr 3ApaBooxpaHeHilF rMeHI aXageunxa c.X. A

cPoK n.EncTBkrfl

fu xoaograrenb na6oparopntl

(ro;rNuocm pyxoBoAr{Teirt
(yno,rHoruoueuuoro .nuua) yuoa
opfaHa rccyAapcrBa - qJ,-reHa Eepa:n
3KOHOML{qeCKOrO CO rcrSa )

ralaKKpeArrraqxr Ne 015/T-109 go 11.05.2027 r.\.

Ka:apnt C.A.

((D. r{. o.)

J\b 001 4060



EB pA3r4 frct<uit 3KoHoM utrg,crcuiT, c olo3
3AO <Haqronanunutfi xHcrxryr 3ApaBooxpaHeHtac r4MeHu aKaAeM]tKa C.X. Aegan6exsxa>r M3 FA

Can urapno-ru rlteH lr qecKaf, ]4cn blraren utan na6oparopun

(yno,raortouenHrril opl aH rocJ[apcr-Ba u;rena Eepa:rl-rcxoro lKoHo\rrJqecxoro coro:a)

fIPI4IOXTEHME
K C BrrAerenb crBy o f o cyAapcrB eHHofi p erz cr p a\vrt ilp oAyKrlr4u

or 09.02.2024

Suonoruvecnu aKruBHafi 4o6aexa K nrrqe <Prime Peptide Omera / Prime Peptide Ome$a>.
14nrpe4uenrxutfi coctae: Aurno-nentrguurfi ronnrexc l4uvynnrn (L-nrasran rhgpoxnoprA, L-rnyraMuH, nenrr4Hurfi
KoMnneKc IPH T (6enor<, L- TnyraMr.lHoBafl Khcrora, L- rpunro$an, nenr,4A IPH T); Kancyna:
r[ApoKcilnponhnMerhnqentltoro3a, Kpachrerb: MeAHbte KoMnfleKcbt xnopo+raruoe; oMera KoMnneKc ipH3 (AruSa-
rlhHoneHoBaff xucnora); xyr<ypy:Hurfi KpaxMan; oMera KoMnrexc lPH6 (rrnoreean xucnora); oMera KoMnrexc lPHg
(orennoean rrcnora); MnKpoKpt4cranrr4qecKan qennlono3a; Buravrun C (acxop6r,rHosan xucnora); aHTr,rcflexuBaroulrfi
areHT: MarHueBaF cotlb creapunoeofi Krcrlorbr, aHTucnelKr4Baouqrfi areur: AhoKct4A KpeMHun; 4nuna6ucrnuquHar xenar:
Brrauun E (DL-aru$a-roroQepr,rnarlerar); Brararr,rnH D3 (xoneranur_{a$epon).
tDopnra Bbtnycxa: Kancynbt uaccofi 0,73 r; B ynaKoBKe 90 nancyl.
O6nacru nPllMeHeHtlt: AnF peanr43aqhr HacereHrl.o B KaqecrBe 6nororuqecrr axtileFrofi go6aexlr K nrule - ilcrorrHrlKa
nv3ttHa, rrlyraM,4Ha, nenrr4Aa IPH T, noruHeHacbru{eHHbrx xt4pHbtx Khclor (nHXK) ceMeflcrea oMera - 3 (Aruea-
rhHoneHoeofi rrcrorst), fIHXK cerraeficrBa oMera - 6 (lmnoneeofi rr.rcnorur), MoHoHeHacbruleHHbrx )Kr4pHbtx K4cnor
(MHXK) ceueficraa oMera - 9 (oneranoeofi xrcnorur), BrraMhHa C, enraMrna E, quuxa, eqrarM1aHa D3.
Penonnen4aqhu no nPHMeHeHHKT: : B3pocnbrM npilHilMarb no 1 xancyre 3 pasa B AeHb Bo BpeMfl eAbr.
Bxo4nu-1ue B cocraB KoMnoHeHTbr noroxilTeflbHo aorgeficreytor Ha yKpenneHxe crpyKTypbr r,t $yHx4rar,r xrteroK,
HopManil3aqhFo xl4poBoro h yrneBoAHoro o6ueHa, Mt4Kpor-l4pKynffLlhro B MbtueqHbtx rKaHfx; cnoco6creyrcT nyquleMy
ycBoeH,1to nhrarerbHblx KoMnoHeHToB, cHilxeH!1ro BocnanhrerbHbtx npoqeccoB il ynyqueurrc pa6orul cepAeqHo-
cocy4ncrofi cilcreMbt; o6na4aror aHTuoKchAaHTHofi axrueHocrbro 14 cocyAoyKpennntoqr4u geficrereu.
[lpogonxrarenbHocrb npleMa: 1 rvrecnrl. flpu Heo6xo4r..rMocrrl npraenr 5A,[, Mo]KHo noBropr4Tb.
[lporneonoxa3aHHf,: 14HAr4BilAyanbHafi HenepeHoo4Mocrb KoMnoHeHToB, 6epeuennocrb, KopMneHhe rpy4uro. flepeg
nphMeHeHheM peKoMeHAyeTcn npoKoHcynbTilpoBaTbcff c BpaqoM.
YcnoslR xPaHeHHf,: xpaHhrb B cyxoM, 3au{huleHHoM or npnMbrx conHeqHbrx nyuefi n HeAocrynHoM Ann Aerefi Mecre nprl
reMneparype He Bbtlue +25'C.
Cpox ro4xocru: 5 ler or Aarbt r:rotogneHnn.

T

fo roeognrenb na6oparopl,r H Kasapnx C.A.

(lo,rxuo cm pyKoBo.urreJrr (@.1{. o.)
(yno,rnouoveHnoro .ruua) ynoJHoMor{eHHo
opraHa focvxapcTBa - q"rreHa xBpa3urrcKoro
3KOHONil4qeCKOTO COIO3a )

Crpauuqa J\b 0005888


